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results find use in the manufacture of pharmaceutical inhaled formulations 
exhibiting advantageous properties. Said crystalls are manufactured by a 
crystallisation process as depicted under steps (a)-(e) in claim 1. 

2) . With respect to the present subject-matter the following documents have been 

researched and considered: 
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fine-grained substance, comprising lactose and active ingredients such as 
salbutamol or ipratropium (cf. abstract and page 6, lines 16-31 and page 7, lines 
4-36). On page 4, lines 23-36 and page 5, lines 1-14, D1 describes the process of 
how to obtain such stable crystals. D1 , however, does nowhere refer to a 
crystallisation method whereby the viscosity of the crystallisation medium is 
adjusted as presently depicted. 

D2. WO-A-9 623 485, concerns the method of producing a powder for use in dry 
powder inhalers (cf. page 24, last line bridging with page 25, lines 1-14). Said 
powder includes active particles (cf. page 18, lines 15-18) and carrier particles 
(lactose) for carrying the active particles and further includes also additive material 
(a glidant) which is attached to the surfaces ot the carrier particles in order to 
promote the release of the hereto attached active particles. D2, however, is silent 
on a crystallisation process as presently claimed and compositions containing 
such crytstals. 

D3, WO-A-9 638 153, provides amorphous stable solid dispersions of misoprostol, 
using excipients like carbopol in an amorphous state and lactose in crystalline 
form (cf. page 3, "Summary of the invention", lines 1-26, page 4, lines 12-34, and 
page 5, first line). 
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D4, International Journal of Pharmaceutics. 116(1), march 1995, pp. 113-118, G. 
Buckton et al., studies the use of isothermal microcalorimetry in the change of 
crystallinity of spray-dried salbutamol sulfate (cf. abstract). D4 shows that 
salbutamol sulfate recrystallizes in water vapour by a cooperative process and 
compares salbutamol recrystallization with data for the recrystallization of spray- 
dried lactose. There is however, no reference to a crystallization process as 
presently depicted. 

3). A crystallization process as defined in steps (a)-(e) of claim 1 is nowhere 

disclosed nor suggested in the cited documents. As consequence the skilled man 
in art would by no means be led to the crystals resulting from said process and to 
the inhaler formulations manufactured by way of said process. In the light of the 
above cited documents the subject-matter of the present set of claims has to be 
recognised both novel and inventive pursuant to Arts. 33(2) and 33(3) PCT. 
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